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Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
eamed patent term adjustment. See 37 CFR 1 .704(b). 

Status 

1 )^ Responsive to communication(s) filed on 09 December 2009 . 
2a )□ This action is FINAL. 2b)|3 This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 
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5) n Claim(s) is/are allowed. 
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Application Papers 
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10)0 The drawing(s) filed on is/are: a)^ accepted or b)^ objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held In abeyance. See 37 CFR 1.85(a). 

Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 
1 !)□ The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 
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DETAILED ACTION 

Claims 1-34 are pending. Tliis application is a national stage entry of PCT/CA04/01792, 
filled on 10/04/2004. This application claims priority to provisional application 
60/507,505, filed on 10/02/2003. 

Election/Restrictions 

Applicants' election without traverse of log P value of 3.5, claims 1 3-1 5; of an 
amount of 0.1% of active partitioned into oil bodies, claims 5-7; and a 40% efficiency of 
partitioning of the active agent into oil bodies, claims 8-10 filed on 12/-9/2009 is 

acknowledged. 

Claims 1-34 will presently be examined to the extent they read on the elected 
subject matter of record. 

According to the content of claim 29. claim 29 should be a dependent claim of 
claim 28. 

According to the content of claim 30. claim 30 should be a dependent claim of 
claim 29. 

According to the content of claim 32. claim 32 should be a dependent claim of 
claim 31. 



Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 



Application/Control Number: 10/572,591 Page 3 

Art Unit: 1616 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

Claims 1-22, 25, and 31-34 are rejected under 35 U.S.C. 102(b) as being 
anticipated by Deciders et al. (US 6,372,234 B1). 

Beckers et al. meet all of the limitations of claim 1 . Deckers et al. disclose a 
method of partitioning an active into oil bodies comprising dissolving active agent in oil 
to form oil phase, mixing aqueous phase with oil phase to form emulsion, and mixing 
emulsion with oil bodies (example 7). 

Beckers et al. meet all of the limitations of claims 11-19. Deckers et al. disclose 
clindamycin, retinoic acid, benzoyl peroxide, tetracaine, and lidocaine as active agents 
(column 20, line 19, 50, column 21, line 3, 4, and 28). Although Beckers et al. is silent 
about the active agent having a log P value of 3.5 and a HLB value of from about 1 to 
14, from 4 to 10, and from 6 to 8; the active agents disclosed by Beckers et al. are as 
same as the active agents recited in the instant claims, thus the active agents 
necessarily have a log P value of 3.5 and a HLB value of from about 1 to 14, from 4 to 
10, and from 6 to 8. 

Beckers et al. meet all of the limitations of claims 21 , 22, and 25. Deckers et al. 
disclose the first solvent being oil and the second solvent being water (example 7). 

Beckers et al. meet all of the limitations of claims 31-34. Deckers et al. disclose 
the oil bodies in the composition are obtained from safflower (example 7). 

Beckers et al. meet all of the limitations of claims 2-4 and 20. Beckers et al. is 
silent about the active agent not being partitioned into oil bodies when contact with oil 



Application/Control Number: 10/572,591 Page 4 

Art Unit: 1616 

bodies in the absence of a solvent or when the active agent is dissolved in the first 
solvent alone, the active being insoluble in water, the active being insoluble in the 
second solvent, and first solvent being non-compatible with oil bodies or undesirable in 
the final product. The first solvent, the second solvent, the active agents, the oil bodies, 
and the method of producing the composition comprising a first solvent, a second 
solvent, active agents, and oil bodies disclosed by Beckers et al. are the same as those 
recited in the instant claims, thus the active agent disclosed by Beckers et al. would 
necessarily posses the properties recited in the instant claims; not partition into oil 
bodies when contacted with oil bodies in the absence of a solvent or when the active 
agent is dissolved in the first solvent alone, the active agent being insoluble in water, 
the active being insoluble in the second solvent, and first solvent being non-compatible 
with oil bodies or undesirable in the final product. 

Bexkers et al. meet all of the limitations of claims 5-10. Deckers et al. is silent 
about 0.1 % of an active agent being partitioned into oil bodies and the efficiency of 
partitioning of an active agent being 40%. The first solvent, the second solvent, the 
active agents, the oil bodies, and the method of producing the composition comprising a 
first solvent, a second solvent, active agents, and oil bodies disclosed by Beckers et al. 
are the same as those recited in the instant claims, thus the composition disclosed by 
Beckers et al. would necessarily posses the properties recited in the instant claims: 
having 0.1% of an active agent being partitioned into to oil bodies and 40% partitioning 
efficiency of an active agent. 
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Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or deschbed as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the phor art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill In the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner In which the invention was made. 

This application currently names joint inventors. In considering patentability of 
the claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of 
the various claims was commonly owned at the time any inventions covered therein 
were made absent any evidence to the contrary. Applicant is advised of the obligation 
under 37 CFR 1 .56 to point out the inventor and invention dates of each claim that was 
not commonly owned at the time a later invention was made in order for the examiner to 
consider the applicability of 35 U.S.C. 1 03(c) and potential 35 U.S.C. 1 02(e), (f) or (g) 
prior art under 35 U.S.C. 103(a). 

Claims 1, 23, 24, 26-29 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Deckers et al. (US 6,372,234 B1) in view of Gregoriadis 
("Liposome Technology, Volume II, Incorporation of Drugs, Proteins, and Genetic 
Material", 1983, p29) and Desai et al. (US 5,916,596). 

Applicant's claims 

Applicants recite a method of partitioning an active agent into oil bodies 
comprising dissolving an active agent in a first solvent; mixing the dissolved active 
agent with a second solvent to obtain a mixture of the active agent, first solvent, and 
second solvent; contacting the said mixture with oil bodies to partition the said active 
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agent into the said oil bodies witli clnioroform as the first solvent and monobasic sodium 
phosphate and safflower oil, respectively, as the second solvent (see claims 23, 24, 26, 
and 27). 

Claims 28 and 29 recite the first solvent is substantially removed after it has been 
mixed with the second solvent by evaporation. 

Determination of the Scope and Content of the Prior Art 
(MPEP 2141.01) 

The teachings of Deckers et al. are discussed above and applied in the same 
manner. 

Ascertainment of the Difference between Scope of the Prior Art and the Claims 
MPEP 2141.02) 

Deckers et al. do not specify chloroform as the first solvent and monobasic 
sodium phosphate as the second solvent and removing of the first solvent by 
evaporation after it has been mixed with the second solvent. 

This deficiency is cured by Gregoriadis and Desai. Gregoriadis teaches a method 
of preparing a poorly soluble drug entrapped in a lipid solution wherein the drug is 
dissolved in dimethyl sulfoxide as a first solvent and mixed with 10% phosphate buffer 
saline. The mixture is then contacted with a lipid mixture and the first solvent is removed 
by rotary evaporation (example D/1). Desai et al. teach both chloroform and dimethyl 
sulfoxide can be used as a solvent to dissolve a pharmaceutically active agent (column 
9, line 1-6). 

Finding of Prima Facie Obviousness Rational and Motivation 
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(MPEP 2142-2143) 

It would have been prima facie obvious at the time of the invention to a person of 
ordinary skill in the art to combine the teachings in Deckers et al., Gregoriadis, and 
Desia et al. to choose chloroform as the first solvent and monobasic sodium phosphate 
as the second solvent. Using dimethyl sulfoxide as a first solvent and 10% phosphate 
buffer saline as a second solvent and both chloroform and dimethyl sulfoxide being 
used as solvent to dissolve a pharmaceutically active agent were well known to a 
person of ordinary skill in the art at the time of the invention. The motivation for 
choosing chloroform as the first solvent and monobasic sodium phosphate as the 
second solvent flows from their having been used in the prior art, and from their being 
recognized in the prior art as useful for the same purpose. As shown by the recited 
teachings, the instant claims are no more than choosing two conventional solvents to 
form an emulsion. It therefore follows that the instant claims define prima facie obvious 
subject matter. 

It would have been prima facie obvious at the time of the invention to a person of 
ordinary skill in the art to combine the teachings in Deckers et al. and Gregoriadis to 
choose to add a step of removing one of the two solvents in an emulsion before 
contacting with a lipid mixture. The "oil bodies" is define as any subcellular oil or wax 
storage organelle in the disclosure of the instant specification (page 7, line 5-7), thus the 
"oil bodies" is one of lipid mixtures. Adding a step of removing one of the two solvents in 
an emulsion before contacting with a lipid mixture was well known to a person of 
ordinary skill in the art at the time of the invention. The motivation for adding it flows 
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from its having been used in the prior art, and from its being recognized in the prior art 
as useful for the same purpose. As shown by the recited teachings, instant claims are 
no more than adding a conventional step in the formation of a composition with poorly 
water-soluble active agent. It therefore follows that the instant claims define prima facie 
obvious subject matter. 

Claim 30 is rejected under 35 U.S.C. 103(a) as being unpatentable over 
Deckers et al. (US 6,372,234 B1) and Gregoriadis ("Liposome Technology, Volume 
II, Incorporation of Drugs, Proteins, and Genetic Material", 1983, p29), and further 
in view of Kaufman et al. (US 5,616,330). 

Applicant's claims 
Applicants claim that the first solvent is evaporated by exposing to a stream of 
nitrogen (see claim 30). 

Determination of the Scope and Content of the Prior Art 
(MPEP 2141.01) 

The teachings of Deckers et al. and Gregoriadis are discussed above and 
applied in the same manner. 
Ascertainment of the Difference between Scope of the Prior Art and the Claims 
MPEP 2141.02) 

Deckers et al. and Gregoriadis do not specify the first solvent is evaporated by 
exposing to a stream of nitrogen. 



Application/Control Number: 10/572,591 Page 9 

Art Unit: 1616 

This deficiency is cured by Kaufman et al. who teach rotary evaporation of a 
solvent or evaporation of a solvent under a stream of nitrogen (column 4, line 30-33). 
Finding of Prima Facie Obviousness Rational and Motivation 
(MPEP 2142-2143) 

It would have been prima facie obvious at the time of the invention to a person of 
ordinary skill in the art to combine the teachings in Gregoridis and Kaufman et al. to 
remove the first solvent by exposing to a stream of nitrogen. Removing a solvent with 
rotary evaporation or removing a solvent with evaporation under a stream of nitrogen 
were well known methods of removing solvent to a person of ordinary skill in the art at 
the time of the invention. It is generally considered to be prima facie obvious to remove 
a solvent with evaporation under a stream of nitrogen based on the chemical and 
physical properties of the first solvent, the second solvent, and the active agent. As 
shown by the recited teachings, the instant claims are no more than choosing a 
conventional evaporation method. It therefore follows that the instant claims define 
prima facie obvious subject matter. 

Correspondence 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to HONG YU whose telephone number is (571)270-1328. 
The examiner can normally be reached on M-Th 8:50 am-6:50 pm. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Johann Richter can be reached on 571-272-0646. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
/H. Y./ 

Examiner, Art Unit 1616 
/Johann R. Richter/ 

Supervisory Patent Examiner, Art Unit 1616 



